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Statutoryy Provision 
 

� “To the maximum extent practicable
i t t ith th d f i k t dconsistent with the degrees of risk presented 

by pesticides and the type of review
appropriate to evaluate risks, the 
Administrator shall identify and evaluateAdministrator shall identify and evaluate 
reforms to the pesticide registration process 
under this Act with the goal of reducing 
decision review pperiods in effect on the 
effective date of the Pesticide Registration 
Improvement Act of 2003 for pesticide 
registration actions for covered pesticide 

i t ti li ti (i l di d dregistration applications (including reduced
 

risk applications).” 
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What is the e-Dossier Builder? 
 

� 	 Software apppplication for the creation of 
electronic submissions to OPP 
•	 For use by registrants 
•	 Download and install on users PC 
•	 Expands allowable submission type


(future)
(future) 
à Requires modifications to internal EPA software 

• Uses a proprietary e-package format 
à	 Designed as an intermediate step toward larger 

scale electronic submission 
•	 Only for submissions to EPA 
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Developpment Process 
 

� 	 Announcement @ PPDC ProcessAnnouncement @ PPDC Process 
Improvement Workgroup October 1, 
2009 
� 	 Stakeholder workgroup formed 

•	 17 Participants 
• 14 Companies 

�  Used an iterative development process 
•	 Teleconferences 
•	 Webinars 
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Current State of Affairs 
 

� 	 Initial release date targget Julyy 2010 
•	 Intentionally missed! 
•	 Desire to synchronize with internal 


softftware modifidificatitions
 
• User understanding concerns 

��  Version 0 81 ready Version 0.81 ready 
•	 Adobe Flex/Flash 
• Adobe Integgrated Runtime ((AIR)) 

�  Plan for a user pilot 
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e-Dossier Builder User Pilot 
 

�  Starting January 2011 
Starting January 2011 
�  Continue with limited submission types 
��  Desire to work closely with Desire to work closely with 

registrants/agents 
• Gain a better understanding of userGain a better understanding of user 

comprehension 
• Identify issues with the Builder 

�  Allows time to finish modifications to 
internal software 

Slide 8 



Future Thoughts 
 
�  Formal release of e-Dossier Builder 
 Formal release of e Dossier Builder 
�  Pre-assignment of ____ via Website 

• Root MRIDsRoot MRIDs 
• Registration numbers 
• Compp yany numbers 

�  Electronic submission via Internet 
�  International harmonization of e-International harmonization of e 

Submission package format (OECD) 
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Pilot Involvement 
 
�  ee-Dossier Builder User Pilot Dossier Builder User Pilot 

•	 Contact Bob Schultz
 

à Schultz.robert@epa.gov 
 
à (703) 308-8186
 

�  Materials you’ll receive 
• e-Dossier Builder v 0.81 installation file 
 

• e-Dossier Builder installation instructions 
• e-Dossier Builder User’s Guide 
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E‐Dossier Builder Demonstration
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Streamlining the Risk 
Assessment Process in OPP

Streamlining the Risk 
Assessment Process in OPPAssessment Process in OPPAssessment Process in OPP

Toward Increasing Efficiency and 
Toward Increasing Efficiency and 
Reliability 
Reliability

Thomas SteegeThomas Steeger

Office of PesticideOffice Programsof Pesticide Programs

Thomas SteegerThomas Steeger
Brenda MayBrenda May
Robert SchultzRobert Schultz
Office of Pesticide ProgramsOffice of Pesticide Programs
December 13, 2010December 13, 2010
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Furtheringg Efficiencies 

�	 In March 2010,, OPP staff members were 
invited to submit ideas for further efficiencies 
in OPP’s process toward meeting PRIA 
deadlines while maintaining the integrity ofdeadlines while maintaining the integrity of 
the risk assessment and risk management 
decisions. 

�	 The winning responses from OPP science 
divisions showed a concordance of opinion 
on improving the efficiency with which dataon improving the efficiency with which data 
evaluation records are completed. 
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Data Evaluation Records 
 

�	 Data Evaluation Records (DERs) are the 
typical way that OPP records it evaluations of 
studies submitted to fulfill guideline test 
reqquirements under FIFRA. 

�	 Some divisions within OPP have well 
established templates for each of the 
guideline studies (e g  NAFTA Harmonized guideline studies (e.g., NAFTA Harmonized 
Templates). 

�	 Typically, DERs are initiated by EPA 
contractors (primary reviewers) and are thencontractors (primary reviewers) and are then 
completed by EPA science staff (secondary 
reviewers). 
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Data Evaluation Records 
 

� 	 Budget constraints have limited theBudget constraints have limited the 
extent to which contractors can 
complete primary reviews of acute 
toxicity studies.  Chronic studies 
typically still rely on contractors to 
compl tlete priimary reviiews. 
�	 Whether primary reviews are 

conducted by contractors or EPA staffconducted by contractors or EPA staff, 
this is a very time consuming and 
costly effort costly effort. 
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Data Evaluation Records 
 

� 	 The winningg recommendation ((s)) from 
separate science divisions is to have
registrants complete the initial version
of the DER using the study profileof the DER using the study profile 
 

template. 
 

� 	 EPA contractors then verify that theEPA contractors then verify that the 
study information has been accurately 
transcribed (primary review). 
� 	 EPA science staff complete their 

secondary review as usual. 
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Data Evaluation Records 
 

�	 Proposed recommendation is not 
substantially different that what is done for 
global reviews. 

�	 Standardized templates exist for many of the 
Standardized templates exist for many of the 
studies (e.g., NAFTA, OECD Tier II, IUCLID). 
See 
http://www epa gov/pesticides/regulating/stud 
http://www.epa.gov/pesticides/regulating/stud 
yprofile_templates/studyprofile_templatelist.ht 
m 

��	 Proposed process would eliminate the costly Proposed process would eliminate the costly 
and time consuming process for EPA to 
complete the initial study design template. 

� EPA will continue to apply the same level of 


scrutiny to the data and its interpretation.
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Increased Efficiency and 

Reliability
Reliability 

�	 What are the benefits? 
•	 Reduced costs associated with primary 

reviews 
•	 Quicker processing 
•	 Increased flexibility as process evolves
 

• l f 	 ld  ll  l  di  xml format would allow uploading to 
diverse databases 

•	 Increased potential for automating qualityIncreased potential for automating quality 
assurance steps and insuring accurate 
transfer of data to enhance database 

li 	 bilitreliability. 
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An Evolving Process
An Evolving Process
 
•	 Initially  registrants may complete  Microsoft®
Initially, registrants may complete  Microsoft 

Word versions  of  study profile  templates and  

provide  associated data in  Microsoft®  Excel or provide  associated data in  Microsoft Excel or 

SAS‐transportable files.  
MS 

Word Value added editing by EPA 

MS Word  

Summary  

Data 

DER 



Extensible  Markup Language
Extensible  Markup Language
 
• 	 XML  will  provide greater  flexibility in  howXML  will  provide greater  flexibility in  how 

information can then  be  used to populate  

databases while  still providing the capacity todatabases while  still providing the capacity to  

generate  Word files. 
MS 

WordValue  added editing by EPA MS  Word EPA  converter  

Data 

DERSummary 

Databases 

XML 



Starting Point 
Starting Point 
 

• 	 The  goal  is to have  a mechanism which allows 
The  goal  is to have  a mechanism which allows  

entry into xml format and  electronic data sets  

which allow  ready analysis (transportability)which allow  ready analysis (transportability).
 

?  

MS 

Word  

DER  

Value added editing by EPA MS  Word 

Summary  

EPA  converter  
Data 

Databases 

XML 



Options
Options
 

• Existing tools to  create the  XML  may  already
Existing tools to  create the  XML  may  already 

exist. 

IUCLID 

Other  ?  

MS 

Data 

MS 

Word  

DER  

Value  added editing by EPA  MS  Word 

Summary 

EPA  converter  
Data 

Databases 

XML 



Options
Options
 

• Other  alternatives are  under development
Other  alternatives are  under development. 

MS 

Word  

DER  

Value  added editing by EPA  MS  Word 

Summary  

DER  

DER 

Composer  

Databases XML  



OptionsOptions 

• 	 Using  a  properly built  MS  Word  templates 
Using  a properly built  MS  Word  templates  

may  simplify the process  and  maintain  user 

friendlinessfriendliness. 

MS 

Word  

DER  

Value  added editing by EPA  

Tagged 

MS  Word 

Summary 

Databases 

XML 



Pesticide Registration ManualPesticide Registration Manual
(Blue Book)(Blue Book)

Elizabeth Leovey 
Bl B k C itt 
Elizabeth Leovey
Bl B k C ittBlue Book Committee 
Office of Pesticide Programs 
December 13, 2010 

Blue Book Committee
Office of Pesticide Programs
December 13, 2010
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Blue Book Status
Blue Book Status 
 
� Pesticide Registration Manual

t d  th  P  ti  id  W b it  posted on the Pesticides Web site 
in March, 2010 
•	 Formerly “General Information on Applying •	 Formerly General Information on Applying

for Registration of Pesticides in the United
States” 

••	 General guidance on how to apply for a General guidance on how to apply for a 
pesticide registration 

• Each Chapter is a separate Web page 
ffor easy upddatiti  ng 

• Date of last update shown 
• 	 Supporting information and guidance
 Supporting information and guidance

are linked 
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Blue Book Status 
 
�  ACC Biocides Panel and 

Consumer Specialty Products
Association reviewed and provided 
comments on June 4 2010comments on June 4, 2010 
�  Revisions being made in response 

to the commentsto the comments 
�  Response provided on how 

comments addressed to the trade 
associations when 
chapters/appendices are revised 
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Blue Book Status 
 
�	 Revisions remainingRevisions remaining 

• Revised Chapters 1, 6, 7 and 8 are 
in reviewin 	 review 

•	 Chapter 2 is being rewritten 
•	 Appendix C being revised and •	 Appendix C being revised and 

revised B and C will be posted soon 
•• Decision Tree will be the last itemDecision Tree will be the last item 

revised 
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Blue Book Status 
 
� 	 ACC Biocides Panel and CSPA 

commented on some of the revisions 
and these will be addressed after all 
chappters have been uppdated 
�  Hardcopy will be published when 


revisions have been completed 
 

C  l d f  h 
� 	 Comments welcomed from other 
organizations and users to further
impprove it 
• Submit to bluebook@epa.gov 

�  Updated as new guidance is available 
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Product ReregistrationProduct Reregistration 
Process ImprovementProcess Improvement

Patricia Moe, ChiefPatricia Moe, Chief
Re-evaluation Management andRe-evaluation Management and
ImpImppplementation Branch V (lementation Branch V (((RMIB V)RMIB V)))
Pesticide Re-evaluation DivisionPesticide Re-evaluation Division
Office of PesticideOffice of ProgramsPesticide Programs
December 13 2010December 13 2010December 13, 2010December 13, 2010
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Backgground 
 
� Reregistration Eligibility Decisions
Reregistration Eligibility Decisions 

(REDs) completed in 2006 
�� Product reregistration implementsProduct reregistration implements 

RED decisions 
� Goal : To complete product 

reregistration by 2014 
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Opppportunities 
 
� Challenge: Resources
Challenge: Resources
 
� Capitalize on product 

reregistration expertise in PRDreregistration expertise in PRD 
� Use AD contractor resources to 

enhance science review 
capabilities 
� No additional resources; 

redistribution of existingg resources 
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Memorandum of 

Understanding 
Understanding 
 

�  Defined roles for the Division Defined roles for the Division, to ensure 
�  to ensure 
 

areas of responsibility were defined. 
 

� 	 AD finalized REDs develops and clears
 � 	 AD finalized REDs, develops and clears 
DCIs 
�	 PRD issues DCIs tracks DCI responses 
 PRD issues DCIs, tracks DCI responses, 

reviews product-specific data, performs 
preliminaryy label reviewp 
�  AD conducts final label review and 

completes reregistration 
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Historical Product Reregistration 


Decisions
Decisions
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Other Measures 
 
�	 Cross trained staff for enhanced
 �	 Cross-trained staff for enhanced 

flexibility 
�	 ShShare ththe workloadd across thekl h 

Division 
� Transition to registration review 
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Contact information 
 

Patricia Moe
 

(703) 305-0744
 

MMoe.pattriciia@epa.gov
i @
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Recent Changes on InertRecent Changes on Inert 
Web PageWeb Page

PV Shah, Ph.D 
Chief Inert Ingredient Assessment Branch 
PV Shah, Ph.D 
Chief Inert Ingredient Assessment BranchChief, Inert Ingredient Assessment Branch 
December 13, 2010 
(703-308-1846) 
Sh h PV@ 

Chief, Inert Ingredient Assessment Branch
December 13, 2010
(703-308-1846)
Sh h PV@
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3

Inerts Approval /Petition Requests 

Year Food Use  Non  Food Use 
2007 34 1 

2008 30 18 

2009 48 19 
2010  31  14  

Current Workload  

30  Food Use Petitions under  various  stages of Reviews g
1  Non food  Approval Request Recently received 

2 Incomplete Non‐food use Approval requests 

EXPECTED TO  BE  COMPLETED BY  OCTOBER, 

2011 



Label Accountability InitiativesLabel Accountability InitiativesLabel Accountability InitiativesLabel Accountability Initiatives

Update for PPDCUpdate for PPDC –– PRIA ProcessPRIA Process 
Improvement WorkgroupImprovement Workgroup

Update for PPDCUpdate for PPDC –– PRIA ProcessPRIA Process 
Improvement WorkgroupImprovement Workgroup

Jim Roelofs 
OPP Labeling Committee 
December 13, 2010 

Jim Roelofs
OPP Labeling Committee
December 13, 2010
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BackgBackggground 
round

�� Label Accountability Workgroup
Label Accountability Workgroup 
(LAW) analyzed the impact o
analyzed the impact of(LAW) analyzed the impact of(LAW) analyzed the impact of
labeling problems, and developedlabeling problems, and developed 
recommendations inrecommendations 200in 2008recommendations in 2008.recommendations in 2008.

�� The Recommendations are allThe Recommendations are all 
beingbeinggg impim ppplementedlemented
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� 

The LAW 
The LAW 
Recommendations 
RecommendationsRecommendations 
Recommendations

� Finish updating LabelFinish Revieupdating Label ReviewFinish updating Label ReviewFinish updating Label Review
ManualManual
���� Develop Training for LabelDevelop Training for LabelDevelop TrainingDevelop for LabelforTraining Label

ReviewersReviewers
�� Improve SLITS as a feedback andImprove SLITS as a feedback and 

management toolmanagement tool 
�� Develop Divisional Quality
Develop Divisional Quality 

Assurance pAssurance ppprocedures
rocedures
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� 

In this report:In this report:

� WebWebWebWeb--based training toolbased training toolbased trainingbased tooltraining tool
�� Phase II of Label Review ManualPhase II of Label Review Manual 

upupupup--datedatedatedate
�� Enhancements to the SLITSEnhancements to the SLITS 

systemsystem
�� Some issues from recent SFIREGSome issues from recent SFIREG 

meetingmeeting
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Co t acto oduced ebCo t acto oduced eb basedbased

� 	 

� 	 

� 	 

TrainingTraininggg for Label Reviewers
for Label Reviewers

� 2009, a workgroup developed2009, contena workgroup developed content2009, a workgroup developed content2009, a workgroup developed content
of a basic training program.of a basic training program.
� Contractor pContractor ppproduced webroduced web--based 
based

program. 
program.
� We pWe ppput it on OPP website in Juneut it on OPP website in June
�	� All reviewers completed it by endAll reviewers completed of FYit by end of FY 

‘10‘10
� 	� Available to anyone on OPP 
Available to anyone on OPP 

homepage under “Featured Sites”. 
homepage under “Featured Sites”.p gp g
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�	 

Core Principles: What a
Core Principles: What a 
Label Should B
Should BeLabel ShouldLabel BeShould Be

� Consistent with Agency PConsistent olicie
with Agency PoliciesConsistent with Agency PoliciesConsistent with Agency Policies
and Regulationsand Regulations
•	• Guidance is not “just guidanceGuidance is not “just guidancejust guidancejust guidance”” ––•	• Guidance isGuidance notis not

variations need to be justified byvariations need to be justified by 
registrant and accepted by EPAregistrant and accepted by EPA.registrant and accepted by EPA.registrant and accepted by EPA.

�� Enforceable/Advisory IntentionsEnforceable/Advisory Intentions 
ClearClearClearClear
•• Critical to Regional andCritical to Regional Stateand State 

partners as well as userspartners as well as userspartners as well as users.partners as well as users.
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� 

What a Label Should Be 
What a Label Should Be 
(cont)(cont)(cont)(cont)

� ClearClearClearClear ---- fully understandablefully tounderstandable tofully understandablefully tounderstandable to
the user, in terms of language andthe user, in terms of language and 
orgorggganization.anization.

�� AAAccuraAccuratttete ––
•• reflects EPA’s science reviews.reflects EPA’s science reviews.
•• does not have errors in instructionsdoes not have errors in instructions 

for use.for use.
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Updating the Label Review
Updating the Label Review 
Manual
ManualManual
Manual

�	� Workgroup up dated all the chapters between
Workgroup up--dated all the chapters between
2006 and 2009.2006 and 2009.

�	� Now entirely a web documentNow entirely a web document –– accessible,accessible, 
links to supporting policy doclinks to supporting policy docslinks to supporting policy docs.links to supporting policy docs. 

�	� SFIREG POM committee is commentingSFIREG POM committee onis commenting on 
groups of chapters;groups of chapters;
•• B i J b bl fi i h i J	 FB i J b bl fi i h i J FBegan in June; probably finish in January or FebBegan in June; probably finish in January or Febbb..

�� Have SFIREG comments on 11 chapters soHave SFIREG comments on 11 chapters so
farfar 
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� 	 

UpUpppdatindatinggg LRM (g LRM (((continuedcontinued)))
)

� Also collecting public comments vAlso icollecting public comments viaAlso collecting public comments viaAlso collecting public comments via
web discussion forum (blog), sinceweb discussion forum (blog), since 
September.September.
•	• Pesticides Web pagePesticides Web page –– Participate – Join 
Participate – Join 


the Label Discussion Forum
the Label Discussion Forum
�� Also one or two chapters at a timeAlso one or two chapters at a time –
–

now on chapter 5 for December. 
now on chapter 5 for December.
N h LRMN h LRM b
b� 	� No changes to LRM text yetNo changes to LRM text yet –– but may 
but may 
edit early chapters in Jan. or Feb. 
edit early chapters in Jan. or Feb.
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� 	 

•	 

UpUpppdatindatinggg LRM (g LRM (((continuedcontinued)))
)

� What EPA wants from comments:What EPA wants from comments:
•• Editorial improvements: clearerEditorial improvements: clearer

language, better examples; morelanguage, better examples; more 
cci ii iitatii ons to supporttations to supportiiingi dng dddocuments;ocuments; 
needed up dates.needed up--dates. 


���� What EPA does not want (and 
What EPA does not want (andWhat EPA does not want (andWhat EPA does not want (and
generally can’t do):generally can’t do):
• Policy discussions requestsPolicy fordiscussions requests forPolicy discussions, requests forPolicy discussions, requests for

policy changespolicy changes
•	• for examfor examppple, we can’t jple, we can’t jjjust chanust changggege 

“should” to “must”.“should” to “must”.
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� 

LRM comment pLRM comment ppprocess 
rocess

� Workgroup screens comments fWorkgroup o
screens comments forWorkgroup screens comments forWorkgroup screens comments for
usefulness, viabilityusefulness, viability –– then tothen to 


Label Committee;Label Workgrou
Committee; WorkgroupLabel Committee;Label Workgroup
Committee; Workgroup
includes OGC and OECA, as
includes OGC and OECA, as 
does the L
the LCdoes the LC.does the LC.

�� Difficult and time consuming toDifficult and time consuming to 
track down rationale or origin oftrack down rationale or origin of 
LRM languageLRM language
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�	 

Enhancements to SLITS 
Enhancements to SLITS

� State Label IssuesState TrackinLabel Issues TrackingState Label Issues TrackingState Label Issues Tracking
SystemSystem
•••• Designed to ensure that a state (orDesigned to ensure that a state (orDesigned toDesigned ensure thatensure a statea (orto that state (or

Region) can direct a product specificRegion) can direct a product specific 
question to right product managequestion to right product managerquestion to right product managerquestion to right product manager

•	• Get a timely answerGet a timely answer
•	• The answer is posted so it iThe sanswer is posted so it is•	• The answer is posted, so itThe isanswer is posted, so it is

shared, others don’t have to repeatshared, others don’t have to repeat 
itit
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� 

SLITS continuedSLITS continued

� Enhancements designedEnhancements witdesigned withEnhancements designedEnhancements withdesigned with
input from States (main users)input from States (main users)
���� Currently in testing in OPPCurrently in testing in OPPCurrently inCurrently testing intesting OPPin in OPP
�� Gave a demo of new features atGave a demo of new features at 

SFIREGSFIREG
�� Main new features:Main new features: 

•• enhanced report function on manyenhanced report function on many 
variables;variables;

•• Ability to follow up and trackAbility to follow--up and track actionsactions 
over time.over time. Slide 62 
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� 

Label Committee 
Label Committee

� Continues to operate public “Continues label
to operate public “labelContinues to operate public labelContinues to operate public label
consistency” Q and A website.consistency” Q and A website.
•••• About 400 received;About 400 received;About 400About received;400 received;
•• Revised the subject matterRevised the subject matter 

categoriescategoriescategoriescategories hopefully easier to findhopefully easier to findhopefully easier to findhopefully easier to find
relevant Qs and Asrelevant Qs and As

���� No new issue papers published toNo new issue papers published toNo newNo issue papersissue published topublishednew papers to
LC website.LC website.
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� 	 

•	 

Label Issues raised by 
Label Issues raised by 
SFIREG 
SFIREGSFIREGSFIREG

� Full SFIREG committee met Dec. 6Full SFIREG committee met Dec. 6--777
7Full SFIREG committee met Dec. 6Full SFIREG committee met Dec. 6
�� Issue Papers were discussed:Issue Papers were discussed: 

• Supplemental LabelsSupplemental Labels –– want expiration want expirationwant expiration
want expirationSupplemental Labels
Supplemental Labels
date of 36 months (extension possible).
date of 36 months (extension possible).

•	• Will generate a letter to clarify for all SLAWill generate a letter to clarify for all SLA 
that “for professional use only” and itsthat “for professional use only” and its 
variants are not enforceable.variants are not enforceable.

•••	• Will work with EPA to create examples ofWill work with EPA to create examples ofWill work with EPA to create examples ofWill work with EPA to create examples of
clear distinction in appearanceclear distinction or locationin appearance or location 
of advisory versus mandatoryof advisory language.versus mandatory language.
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Public Participation forPublic Participation forPublic Participation forPublic Participation for 

Registration ActionsRegistration ActiRR onsegistration Actionsegistration Actions

Diane IsbellDiane IsbellDiane IsbellDiane Isbell
Registration DivisionRegistration DivisionRegistration DivisionRegistration Division
Office of Pesticide ProgramsOffice of PesticideOffice ofOffice of ProgramsPesticide ProgramsPesticide Programs
December 13, 2010December 13,December 13,December 13, 201020102010
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� 	 

Public Participation Process
Public Participation Process 
OverviewOverviewOverviewOverview

� Historically, limited opportunityHistorically, folimited opportunity forHistorically, limited opportunity forHistorically, limited opportunity for
public involvement in registrationpublic involvement in registration 
actions.actions.
� 	� October 1, 2009, the Agency beganOctober 1, 2009, the Agency began 

implementing a public participationimplementing a public participation 
process for registration actions.process for registration actions. 
�	� Process allows for comment onProcess allows for comment on 

proposed decisions and riskproposed decisions and risk 
assessments for certainassessments for registrationcertain registration 
actionsactionsactions.actions.
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Notice of ReceipNotice of Receipppt
t

�� Publication of a Notice of ReceiptPublication of a Notice of Receipt 
is required for all new activis required for all new activeis required for all new active 
is required for all new active
ingredients and new uses.
ingredients and new uses. 

�� OnlyOnlyyy a subset of these uses willa subset of these uses will 
be subject to the publicbe subject to the public 
pppparticiarticipppationpation ppprocess.process. 
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Public Participation 
Public Participation 
Process 
ProcessProcessProcess

� Actions included inActions thincluded in theActions included in the 
Actions included in the
process: 
process:
•••• new active ingredients;new active ingredients;new activenew ingredients;active ingredients;
•• first food use;first food use; 
•• first outdoor use;first outdoor use; 
•• first residential use; andfirst residential use; and
•• other actions of significantother actions of significant

interest.interest.
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Public ParticipPublic Participppation Process
ation Process
�� Docket opens with the Notice ofDocket opens with the Notice of 

R i bli h d i hR i bli h d i h F d  lF d lReceipt published in theReceipt published in the FeF derad le eral
RegisterRegister, available for 30 day, available for 30--day 
commentcommen  pert periiioioddd.d. 
�� Risk assessments are completed.Risk assessments are completed. 
�� Contact registrants regarding CBIContact registrants regarding CBI 

claims on submittals not madclaims on submittals not madeclaims on submittals not made
claims on submittals not made
through the 86
through the 86--5 process.5 process. If claimsIf claims 
are made, they will have to beare made, they will have to beare made, they will have to be
are made, they will have to be
substantiated.
substantiated.
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� 	 

Public ParticipPublic Participppation Process
ation Process

� Proposed decision, riskProposed assessmentsdecision, risk assessments,Proposed decision, risk assessments,Proposed decision, risk assessments,
and proposed product labels areand proposed product labels are 
added to the docket and are availableadded to the docket and are available 
for a 30 day comment period.for a 30--day comment period. 
�	� Public notified of open comment periodPublic notified of open comment period 

through OPP website and OPPthrough OPP website and OPP 
updates.updates.
� 	� Sign up for automatic updates for 
Sign up for automatic updates for 

individual dockets. 
individual dockets.

Slide 70 



t t t tt t t t

RegRegggistration Decision 
istration Decision

� 	� Announce final decision withAnnounce final decision with 
publication of Notice of Issuance inpublication of Notice of Issuance in
Federal RegisterFederal Register..

� 	� Documents posted with final decisionDocuments posted with final decision
include: final decision document;include: final decision document; 
response to comments; regresponse to comments; regiiistrai tistratiiionon 
notice; revised assessment(s) (ifnotice; revised assessment(s) (if
needed)needed))); and; and ppproduct labelproduct label(((s(s))).). 

� 	� Actions posted to the same registrationActions posted to the same registration
d k t  th  N ti  f R  i td k t th N ti f R i tdocket as the Notice of Receipt.docket as the Notice of Receipt.
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�	 

http://cfpub.epa.gov/pesticides/comments.cfm 

Public ParticipPublic Participppation Process
ation Process

� UpUpppdates will be made to a new Redates will be made to a new Regggistrationgistration 
Application Status page, linkingApplication to the docket.Status page, linking to the docket.

htt // 	 / ti id / l ti / i t ti 
htt // / ti id / l ti / i t tipeshttp: regngreguwww.epa.gov// / ticides/ lati / istratiohttp://www.epa.gov/pesticides/regulating/registratio
n-public involvement.htmln-public--involvement.html

http://cfpub.epa.gov/pesticides/comments.cfm

http://www.epa.gov/pesticides/regulating/registratio 
http://www.epa.gov/pesticides/regulating/registratiohttp://www.epa.gov/pesticides/regulating/registratiohttp://www.epa.gov/pesticides/regulating/registratio
nn--status.htmlstatus.html 
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Public Participation WebsitPublic Participation WebsitePublic Participation WebsitePublic Participation Website
The Public Participation Status Page has been 
visited 5 707 times b tween Octob 2009 dvisited 5,707 times between October 2009 and 
October 2010. 
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P bli  P ti  i  ti  PP bli P ti i ti PPublic Participation Process 
Public Participation Process 
Current Status
Current Status

�� 46 Public Participation Actions
46 Public Participation Actions 
((((33 –– ADA ,D,,, 31 ,, )
)31 -- BPPD, 12BPPD, 12 –– RD)RD)

���� 11 Actions of Significant Interest11 Actions of Significant Interest11 Actions11 of Significantof InterestActions Significant Interest
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�  

Public Participation Process
Public Participation Process 
Current Statu
Current StatusCurrent Status
Current Status

� New Active INew ngredientsActive Ingredients:New ActiveNew Ingredients: 
Active Ingredients:
29 (AD 2, BPPD--19, RD 8) 
29 (AD--2, BPPD 19, RD--8) 


���� First Food Use: 
First Food Use:First FoodFirst Use: 
Food Use:
2 (BPPD 1, RD--1)
2 (BPPD--1, RD 1)
 

Fi t O td U
Fi t O td U�� First Outdoor UFi se: 
rst Outdoor Use: 
2 (AD 1, RD--1)
2 (AD--1, RD 1)
 

�� First Residential Use:First Residential Use: 3 (RD 3)
3 (RD--3)
•	• Other Actions of Significant Interest 
Other Actions of Significant Interest 

(11(11 –– BPPD)
BPPD)
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Public Participation 
Public Participation 
Process 
ProcessProcessProcess

Antimicrobials DiAntimicr vision:obials Division:
Caroline Klos,Caroline Klos,,, klos.caroline@klos.caroline@@ pepa.ep ga.ggovov

Biopesticides and Pollution PreventionBiopesticides and Pollution Prevention 
DiDiDivDiviiisisiiion:ion:

Rob Forrest,Rob Forrest, forrfor est.robertest.rober @e ovor t pa.g v

Registration Division:Registration Division:
Diane Isbell,Diane Isbell, isbell.diane@ gpe a.isbell.diane@epa.gggovov@ p@ p
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